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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)03 Responsive to communication(s) filed on 01 September 2005 . 
2a)S This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) El Claim(s) 20-40 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 20-40 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)Q All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1 449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-1 52) 

Paper No(s)/Mail Date . 6) Q Other: . 
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DETAILED ACTION 
Claim interpretation 

1 . With regards to the term "disposable" such a limitation is functional in nature and 
does not particularly point out any limiting structural element to the apparatus. Once it 
is deemed that a device is not useful for the user, (although it may be perfectly operable 
in function) it may be deemed as being "disposable" since it is unwanted. Thus the term 
"disposable" is deemed to be a relative phrase and is functional to the environment in 
which the device of the tank being used, and thus afforded little patentable distinction to 
the claimed structure as long as the device may function in a manner in which a user 
may determine that it is unwanted and thus it is disposable to the user. 

2. With regards to the term "permanently joined" such a limitation is directed to a 
functional operation of the cooperation between elements and is noted that the term 
does not require a positive connective structure other than a joint which is permanent at 
a time of operation, in fact a releasable joint may fully operate as a permanent joint, if 
one never removes the fastening mechanism coupling the joint. This is in contrast to a 
positive recitation of a weld, or a unified contiguous structure between the sleeve and 
the mixing tank. 

3. With regards to the term "frame" such a recitation is being read as broad as 
reasonable possible in light of the specification as merely a support surface which 
supports the mixing tank. No particular number or configuration of bars, rods, bolt 
connections has been read into the term "frame". 
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Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 24 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 

for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 24 recites a list of properties of a material and then 
further adds "and/or elastic". One can not positively determine if the intended scope of 
the listing is inclusive "and" or if the intended scope of the listing is exclusive "or. 
Thereby rendering the scope of material characteristic claimed unclear. It is suggested 
that applicant present two different depending claims using the term "and" in one 
dependent claim, and use the term "or" in another dependent claim. 



Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 

form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 



(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
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by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 1999 (AIPA) and the 
Intellectual Property and High Technology Technical Amendments Act of 2002 do not apply when the reference is a 
U.S. patent resulting directly or indirectly from an international application filed before November 29, 2000. Therefore, 
the prior art date of the reference is determined under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre- 
AIPA 35 U.S.C. 102(e)). 

7. Claims 20-21 , 23-27, 29-36 and 38-40 are rejected under 35 U.S.C. 1 02(e) as 
being anticipated byCarll 6670171 ('171) and filed on July 9, 2001. 

Carll ('171) discloses a flexible mixing bag tank 105 with a flexible sealed sleeve 
140 fully engaged to the lid at 200 and at 120, 130 which may perform as being 
permanent if one never removes the o-ring 152, and including a mechanical mixing 
means formed from the bar stirrer 1 39 and the mixing blade rotor stirrer145. 

It is noted that the insertable bar stirrer may be deemed as a rod supporting the 
flexible portion of the sleeve 150 of the sleeve 140. 

It is further noted that the side edges seams 129 may be deemed as frames to 
support the tank and is coupled to the tank to support the frame and supporting the 
mixing means. 

8. Claims 20-40 are rejected under 35 U.S.C. 102(e) as being anticipated by Bibbo 
et al US2003/0226857 ('857), based on provisional application filed April 12, 2002. 

Bibbo (et al '857) reference al discloses a flexible mixing bag tank 202, figure 8, 
paragraphs [01 10] through [0126] with a flexible sealed sleeve 288, 350, for example 
figure 11, 14A, 16 18A, fixed at 268, 227 orfied tat 346, 348,354, and including a 
mechanical mixing means 262 with a supporting rod 208, 280, 358 within the flexible 
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portion of the sleeve 206, 288. Also the tank may have a size of 20 liters through 10,000 
liters, for example paragraph [01 1 1] and a support frame 12, 24, 25, 26. 

9. Claims 20-24, 27-28, 30-34, 36, 38, and 40 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Terentiev US 2002/0105856 ('856), published Aug 08, 2002 

Terentiev ('856) discloses a flexible mixing bag tank 12 with a permanently fixed 
flexible sealed sleeve 14 with seal 18 and including a mechanical mixing means 20 
formed from the stirrer 2 and support rod 16, with additional plural mixing elements 22 
to form and support the sleeve for agitation, see especially figure 1 and a support frame 
32 or 132 forming an opening to nest and couple and support the flexible bag tank 12. 

Claim Rejections - 35 USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . Claims 25-26, 35, and 37 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Terentiev US 2002/0105856 ('856), published Aug 08, 2002. 

The Terentiev '856 reference discloses all of the recited subject matter as 
defined within the scope of the claims with the exception of the material of the tank, 
sleeve, and the size of the tank being of a certain volume. 
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With regards to the material used in the Terentiev '856 reference the device is 
used includes a flexible material and a support material 32. Absent any unexpected 
result of the material in combination with the structure, it is deemed that it would have 
been obvious to one of ordinary skill in the art to modify the material used in the tank, or 
sleeve to any one appropriate material such that it may better operate in a chemical and 
bioprocessing environment of Terentiev. It has been held to be within the general skill 
of a worker in the art to select a known material on the basis of its suitability for the 
intended use as a matter of obvious design choice. In re Leshin, 125 USPQ 416. 

With regards to the size of the tank volume, Terentiev '856 discloses the claimed 
invention except for the particular sizes recited in the claims 9-10. It is noted that a 
person having ordinary skill in the art of mixing tanks, would have knowledge that one 
may increase or decrease the volume of the tank in order to provide a more or less 
processing of material within each batch processed by the tank. Accordingly, it is 
deemed that it would have been obvious to one of ordinary skill in the art to change the 
tank sizes of the Terentiev '856 to the sizes as recited in the claims 9-10 such that the 
tank may process an appropriate amount of material with each batch. A change in size 
is generally recognized as being within the level of ordinary skill in the art. In re Rose, 
105 USPQ 237 (CCPA 1955). 

Response to Arguments 

12. Applicant's arguments with respect to newly presented claims 20-40 have been 
considered but are unpersuasive. 
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1 3. Applicant argues that the references do not have a permanent joint between the 
sleeve and the mixing tank, and does not have a frame, in response the joints and 
support frame has been pointed out. In response to applicant's argument to that 
Bibbo's seal 348 is vulnerable to leakage, conjecture to the vulnerability of leakage does 
not point out any fact with regards to a fact of leakage and is unpersuasive to any 
contradistinction of the claimed sleeve to the Bibbo's sleeve 288, 350. 

Conclusion 

14. The prior art previously made of record and not relied upon is considered 
pertinent to applicant's disclosure. Bibbo et al US 2004002791 2A1, Bibbo et al US 
20030231546, Terentiev US006494613B2, Dame US005193977A , Carll 
US006844186B2, Cadogan et al US006837610B2, and US 200400621 40A1, Kem 
US005362642A , Terentiev US 20050002274A1 and US 20010039369, Migule et 
al 3384354, Ekambaram et al US006071005A , Baron US006634783B2, Barker 
3572651, Bochan 3010303, Coleman 3647397, Garlinghouse 4112518, Carson 
US005456586A , and Stewart US005941635A . 

15. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Applicant has cancelled all claims and presented new claim 20-40. 
Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 



1 6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Tony G. Soohoo whose telephone number is (571) 272 
1 147. The examiner can normally be reached on 7-5PM,Tue-Fri. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Wanda Walker can be reached on 571-272-1 151 . The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). ^ j /^f 




^ohyG Soohoo 
Primary Examiner 
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